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y r *h» Specification: 

On page 2, please amend the first paragraph as follows: 

CROSS-REFERENCE TO RELATED APPLICATION 

• • rtofXIS natent application number 08/900,1 17 tiled filed on July 

x xt /: ASS which Hai*™ priority to a contimuuun t 
25,1997, now U.S. Patent No. 6,326,485 contents of whlch are 

u An/no^ -US tiled filed on July 26, 1995, me coihguu> 
Provisional application number 60/023,345 MM SL- 

incorporated herein. 

On page 6, please amend the last paragraph as follows: 

„ organs m dusters comprising fte Mowing sequences shown schema,,cal.y 

K , acer ("NTS") srna,, subuni, €^3 CSSQ <— 1 — ^ ' 

non-transcnbed spacer ( NTS ), sm ^ 

^4, Ota 5.8S gene, Vernal rranscnbed spacer ( T ^ J ^ 
rne NTS sep.ra.es —on uni, S bu, is no, rep— ~ ^ ^ ^ ^ 

P- °' * — ^ - " ""^ ."J! 0 leen sU ana types. Coding 

accordance with the presen. invenfon, as a marker .0 tab*. ^ 

regions of .be rRNA genes are evoiutionariiy conserved, wber ^ 

^r.can.iybe.weenevendoseiyre^species. Tbe ampbf^ P 
are based on - NTS domain of , - ofner spec.es *- »s. ^ 
microorganism bas ,«s own unique, species specfic NTS ^ *°JJ jn . being 

m ve„„on can be used ,o de.ee, me genonnc • W - , he 

NTS region for that species, and (n) design an 01 g 
hybridize to the unique NTS. 
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O. page 9, pto* amend .he seed Ml paragraph as follow: 

„ • „, Perkinsus- like organisms of unknown virulence have been detected in 
h addttion to P. ^ W54) For example , producton of zoospores 

bivalve species syntpatrtc - C ( ^ ^ morpMogica , 

reported earlier (Coss e. al. 19^ ^ ^ ^ ^ ^ ^ „ 

be a deferent speces from P. muvm. ^ ^ my 

spK ,es described in sympatic moUus, ^^Z^*^*******. 

et al. .997. McLaughun and Fatsa, 1998, «. Ro . ^ c 

about the presence of /> m««»^ "> non-oyster btvalves, 
virgimca, are addressed in this application. 

O. page .1, Please amend .he "Brief Descriplo. of .he Drawings" as folio- 

Flg . , isascheroaticdtagramofanrRNAgeneclusKr^ 

Fig . 2 is the nucleotide sequence of the nontransenbed space (NTS) from 

GEOE^ rRNA of p isolated from Macoma 

Fig. 3 is the nucleotide sequence of the NTS. 01 rKJNA 

UMc (SEOffiUaa- pcrto macH „i isolated from 

Fig. 4 is the nucleotide sequence of the NTS ot rKTSA 

Mercenaria mercenary (SEOffiNCUl. ^ ^ perJj<ms 

Flg . 5 hsts represent sets of prtmers - ' ^^^5^ 

-rew*, and primers for P<*™^^ 

Fig . « ,s ar. agarose gel elec,roph ore. o ^ ^ pnmers 

S pec, fi ci* * — T £ wifh actm pnmers (a) amphfed al, samples. 

(d) only purred with P — -mples. However^ P ^ ? ^ 

p^mPerHnsus^omAmiaratrapez^.^.olsem^ 

frol — *«— . P~ ^ — ^ C 7/7 ^l„ g fce sensing 

Kg . 7 are agarose gel electrophores, of amphfed product PCR *» » 
of P diagnostic primer, Using mis methodology as few as one cel. 
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Ethidium bromide visualization of the resolving gel. B. Southern 

1 — t A — se^ce o f tbe — spacer (KrS, -, 
fig. iu is a iiu Nucleotides shown in 

-r „ t «cn td NO 24} and Type 11 n ki .' " J -^J- 
from Perkinsus marinus Type I [ SF.O 1U nu. /^ i * yv 

ampH^onofDNA derive, froro oysters <0~«- for „ 

1 LlHtoeb) M 123 bp DNA ladder. 

\ onH nrimers PM6/PM8 specific for P mannus type II (lane b). M. p 
w 1 flane a) » of ^ comsponding t0 ^ W es ,„ the 

(+) control P. mannus type 11. Note tne prc&cnv, 

same oyster in samples #2 and #3 . 

Fig 12 is an agarose gel showing the patterns of Perkinsus mannus types after 
Spe 1 digestion ofPCR amplified products. P. marinus type I (samples #1 and#2) and 
P. ma L type H (sample # 3). Sample with enzyme (lane a). Sample without enzyme 

(laneb) Fi , !3 is a chart showing the distribution of ~ marinus types tn samples form 

, nf tntal P marinus DNA that was used in the amplification. 

DNA from * fc*tt- «** (+>= *»*» "»"* ^ ^ 
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to* NTS of rRNA of P. atlanticus (SEQ TDN0.8) .. 
Fig. 17 is the nucleotide sequences of the NTS ot rKJNA r 

• j „f the SSU rRNA of P. jWrewsi {SEQ^NQJii- 

Fig 18a-b is the nucleotide sequence of the bb»U tkjna o 

p*.. ttqi <; 8 S TTS2 regions of P.andrewsi (SEOffi 
Fig. 19 is the nucleotide sequence of the ITS1-5.8.S Ubl regio 

, Wrc fnr P marfnus P anrfrewsi, P. mafews typing and 
Figs 20-21 list representative sets of primers for P. marinus, r. 

"generic primers" (^*OJDN^^ 

On page 21, please amend the last paragraph as follows: 

rvrro rpdon from P. atlanticus isolated 
As further described in the Mowing examples, me sequence of NTS *gron ft ^^OJi 

from GaUcia, Spain, has been o.oned and S eq«nee S - - *»» '» F ' 8 "f^^ 

^ most suitab,e pair o, P. a^-s^flc prtmers consisted of forward ^ ~ ^ * 
fTA TGG TTG GTT GCG GAC C 3') (SEQ ID NO. 8) and a reverse sequence (PA690R, 5 
AGCCGTAGAACA GC 3, (SEQ ID NO. 9, that would resuU ,n anmlicon of 690 op „ shown ,n F,g. 

d etaus of the method may be found in ft. pubhcation by Robledo ^» — — 

„f fte nbosoma, RNA locus of ~ ««— ^9 ^ 
chain reaction based diagnostic assay" [2000], Journa, ofParasi^ 86 (5). 972-978. 

On page 41, please amend the last paragraph as follows: 

„ order to identify ~ »pe, »o methods of d.fferentiation 

newly deseed sets of primers with spe* ^^^^^ , — 

restriction mapptn, PCR ustng ft. PM*PM7 V'™^^^^ R marims w „ 

nr . , repn m NO. 24) and PM67PM8 primers (_ SFO m NOs. P 

1 1 0^N^25))exclus,ve.y,ftuses* 1 ishi„ g specific,* of the prrmers. The PCR reach n 

(Fig. 10 ^ " annealing temperature was 60 C 

mixtU re used with the new primers was as above (Example 3B). The ann ah g P 

• t H nf 58°C as used for the PCR diagnostic assay in order to increase the specificity ' ^ 

instead of 58 C as useo ior dig estible with Spel m the 

original diagnostic pnmers (not type-specifies) produced a 307 bp PGR product d g 

ongina gn ^ ^ ^ ^ Type n (SE Q ED 

caseofTypellSEOIDNy^w h ^ ^ 

N0 . 25), whose sequence does not have the SI ,e.Res^ n ^, ^ 

Jjpd (ACTAGT) enzyme. The enzyme m.x was added to a final volum 
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„ , « rriBCOBRU in the presence of 200 ng of PCR products. After 3h of 
manufacture recommendattons (GBCOBRL) P rf 
mcubaoons a, 3TC the dtgested products were run on ,.5, agaro^ P 
orom.de ,0 resolve dtgested PCR fragment, One band was 245 * -d the 
Consecuendy, both specfflc PCR and restncfron dtgesfon can be - more 

.oenttftcauo, fc .fro cufrure medrods wi„ permit —o no « * ^ 

present in only one type, possibly relevant to virulence and pathogeny. 
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Amendment of Claims 

! (Curtly amended) An ohgonucleotide which hybridizes to a non-transcnbed spacer sequence 
between rRNA genes of an organism of the genus Perkinsus being assayed, where, said 
organism of genus Perkinsus contains a nucleotide base sequence selected from the group 
consisting of the sequences of SF,0 ID NO. 18. SEQ^Os^rM^- 

2 . (Currently amended) A method of making an ohgonucleotide for use in assaymg a target 
organism of the genus Perkinsus comprising the steps of: 

(i) extracting DNA from said target organism 

(ii) isolating from said DNA a non-transcnbed spacer sequence flanked by rRNA genes; 

(iii) sequencing said non-transcribed spacer sequence; and 

(1V ) synthesizing and an oligonucleotide ofjheu^^^ a 
nucleic acid sequence of SEQ ID NO. 18. 

3 (Currently amended) A kit for determining the identity of species of a microorganism of the 
genus Perkinsus. comprising a container having outward.y directed PGR primer pairs to a non- 
transcribed spacer sequence flanked by rRNA genes, said primer pairs, having a nucleic add 
sequence selected from the group consisting of sequences „fSBmmitW««A 

3, and 18 . 

4. (Original) The oligonucleotide of claim 1 wherein said organism is Perkinsus atlanticus.. 

5. -8. (Cancelled) 

9. (Original) The oligonucleotide of claim 1 wherein said oligonucleotide is one of a pair of 

PCR primers, or complement thereof. 

10. (Original) The oligonucleotide of claim 9, wherein said oligonucleotide is between about 10 to 
35 nucleotides in length. 

1 1 . (Original) The oligonucleotide of claim 9, wherein said ohgonucleotide is between about 1 5 to 
24 nucleotides in length. 
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n . (Currently amended) The ohgonucleonde of Cain, 9 wherein said PCR primers or compiemen. 

thereof are selected from the group consisting of: 

GAGT TG TAT TGT G A A O CA CCC ( C EQ T P N O 4) 

1 f C GTG AO,', TfT f^A A ^OACUf^^m^ 

ATG CTA TGG TTG GTT GCG GAC C (SEQJB^M* £SEOJD>M 

GTA GCA AGC CGT AGA ACA GC (^mmi^QmmSX 

AAQ-T-Uj i'lAf TGG ^ nr,rGTGGTGA€^SEQ^O^) 

ATT CTG TA A r n A rrr r n G GC f C EO ID N O 1 1 ) 

TAG TAC CCG CTC ATT GTG G (G EQ ID NO. 2 0 ) -£SEQJD_NjIXl2) 

TGC AAT GCT TGC GAG CT ( S EQ ID NO . 1 1 ) ( SEQJD_N0 1 _13) 

AGT TGG ATT TCT GCC TTG GGC G (SEQ^NOiiXand 

ACC AGG TCC AGA CAT AGG AAG G ^^^mMmJ^ 



13. 

labeled 



(Prevtously presented) The ol.gonuc.eo.ide of claim wherein said ohgonucleotide is detectably 



14. (Cancelled) 

15 . (Previous presented) The o.igonucleoude of clatm 1, wherein said nucleic actd sequence is 
exactly complementary to said non-transcribed spacer sequence. 

16 (Previously presented, The method of Catm 2, wherein sa,d non-transcnbed spacer sequence £ 
isolated by amphtying said nontranscrihed spacer sequence using pnmers, or complement thereof tha, 
preferentially hybridize to said flanking rRNA genes. 

„ (Previously presented, The method of c,a,m 2, wherein satd nontranscrihed spacer is ,so.a,ed by 
,„e steps of digests said DNA w„h restriction enzyme, creanng a library, and .dennfymg sa,d 



18. 



(Original) The method of claim 2, wherein said oligonucleotide is one of a pa. of PCR 
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primers or complement thereof. 



19. (Cancelled) 



20 (Currently amended) The lot of claim 3 wherein said PGR pnmers pan. or complement thereof 
20. (Currently am < «™m>in «- SEP ID NO. 9, 

are selected from the group consisting of SEQ ID NO. 1, CTrj in M" v 

S gQ^ N Q_j^_SgQ^440^44 ? SEQ ID NO. 12, SEQ ID NO. 13, SEQ ID NO. 14, SEQ ID NO. 15 and 



SEQ ID NO. 19 
21. 



(New, An oligonucleotide which hybridizes » a non-transcribed space, sequence between rRNA 
g en=s of an organs of the genus Mta. bemg assayed. wheretn sa,d organism of genus 
Fergus contains a nucleonde base sequence selected from the group constsfng of the 
sequences of SEQ ID NOs. 1,2, and 3. 

22. (New) The oligonucleotrde of claim 21 wherein said organism is Fergus Anir^s comprisrng 
SEQ ID NO. 2. 

23 . (New) The oligonucleohde of darm 21, wherein sard organrsm ,s Pertins* macttn compnsing 
SEQ ID NO. 3. 

24. (New) The oligonucleotide of claim 21 wherein said oligonucleotide is one of a pair of 

PCR primers, or complement thereof. 

25. (New) The oligonucleotide of claim 24, wherein said oligonucleotide is between about 10 to 
35 nucleotides in length. 

26. (New) The oligonucleotide of claim 24, wherein said oligonucleotide is between about 15 to 
24 nucleotides in length. 

27. <New)Theol lg onuc,eo.,de„fclaun21 wherein said PCR primers or complement thereof are 

selected from the group consisting of: 
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28. 



29. 



CAC TTG TAT TGT GAA GCA CCC (SEQ ID NO. 4); 

TTG GTG ACA TCT CCA AAT GAC (SEQ ID NO. 5); 

AAG TCG AAT TGG AGG CGT GGT GAC (SEQ ID NO. 10); and 

ATT GTG TAA CCA CCC CAG GC (SEQ ID NO. 11). 

(New) The oligonucleotide of claim 21 , wherein said nucleotide base sequence has type I or type 
n NTS sequences of (SEQ ID NOs. 24 or 25). 

(New) A kit for determining the identity of species of a microorganism of the genus PerUnsus, 
comprising a container havmg outwardly directed PCR primer pairs to a non-transcnbed spacer 
sequence flanked by rRNA genes, said primer parrs, having a nucleic acid sequence selected from 
the group consisting of sequences of SEQ ID NOs. 1, 2 and 3. 

30. (New) The kit of claim 29 wherein said PCR primers pairs or complement thereof are selected 
from the group consisting of SEQ ID NO. 10 and SEQ ID NO. 11. 

3 1 (New) A kit for determining the identity of species of a microorganism of the genus PerUnsus, 
comprising a container having outwardly directed PCR pnmer pairs to a non-transcnbed spacer sequence 
flanked by rRNA genes, said primer pairs, having a nucleic acid sequence selected from the group 
consisting of sequences of SEQ ID NO. 12, SEQ ID NO. 13, SEQ ID NO. 14, SEQ ID NO. 15 and SEQ 
ID NO. 19. 
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REMARKS 



R uction of P i"" and Traversal Thereof 

In the May 2, 2003 Office Action, 

claims 2, 3, 5, 12 and 14-20 were rejected under 35 U.S.C. §112, second paragraph; 

claims 1 4-12 and 14-15 were rejected under 35 U.S.C. §102(b) as being annexed by Robledo 
(Robledo' et al. (1999) Nucleot.de Sequence Vanabihty m the Nontranscnbed Spacer of the rRNA Locus 
in the Oyster Parasite Perkinsus marinus. J. Parasitol. 85:650-656)(her ei nafter Robledo 1); 

claims 1 4-15 are rejected under U.S.C. § 102(b) as being anticipated by Marsh (Marsh, et al. (1995) A 
senuquantitative PCR Assay for Assessing Perkinsus Marinus Infections m the Eastern Oyster, 
Crassostrea Vkginica, J. Parasitol. 81(14); 577-5 83)(hereinafter Marsh); 

clanns 1, 2 and 4-18 were rejected under 35 U.S.C. § 102(a) as being anticipated by Robledo (Robledo, 
J A. C A Coss and G.R. Vasta (2000) Charactenzation of the ttbosomal RNA Locus of Perlansus 
amicus and Development of a Polymerase Chain Reaction-Based D^ostic Assay. J. ParasUol. 
86:972-978) (hereinafter Robledo 2); 

claims . 4-9 14 and 15 were rejected under 35 U.S.C. §102<a> as being an.icipa.ed by Robledo 
(GenBank Access.on No. AF140295/NCBI Debase, April 17, 2000) (heremafter Robledo 3); 

claim 13 was rejected under 35 U.S.C. § 103(a) a, being unpatentable over Robledo 1 tn view of Stokes 
^okes, N.A. and Burreson, E.M. .995. A sensnive and Spee, fl c DNA Probe for me Oyster Parogen 
HapIosporidiumNelsoni. J. Euk. Microbiol. 42: 350-357); 

claim 13 was rejected under 35 U.S.C. § 103(a) as bemg unpatentable over Robledo 2 in vtew of Stokes; 

claims 3, 19 and 20 were rejected under 35 U.S.C. §103(a) as being unpatentable over Robledo 1 in view 
of the Stratagene Catalog (1988); 
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clatms 3 19 and 20 were rejected under 35 U.S.C. §103(a) as betng unpa.en.aWe over Marsh (Marsh, 
AO ID Gau,hier, G.R. Vastt. 1995. A semiquannfcuve PCR assay for assessing Perkinsus mannus 
infechons inthe eastern „ys,er, Crassostrea vrrgtnica. Parastto,., 8,: 577-583) m view of .he S*atagene 
Catalog (1988); 

claims 3, 19 and 20 were rejected under 35 U.S.C. §103(a) as being unpatentable over Robledo 2 in view 

of the Stratagene Catalog (1988); 

claims 2, 9-11, 13 and 16-1 8 were rejected under 35 U.S.C. §103(a) as being unpatentable over Robledo 3 

in view of the Marsh; 

clatms 3 and 19 were rejected under 35 U.S.C. § 103(a) as betng unpatentable over Robledo 3 ,n view of 
Marsh and in further view of the Stratagene Catalog ( 1 988); and 

clanns 1 and 3-20 were rejected under the judteial.y created doctrine of obvtousness double patennng as 
being unpatentable over claims 1-17 of U.S. Patent No. 6,326,485. 

These rejections are traversed and reconstderanon of .he patentability of the pendtng claims is requested 

in light of the following remarks. 



Claims 



Clatms 1-4 as amended rectte SEQ ID NO. 18 and mis sequence is no, disclosed in Robledo 1 (AX 
Reference) or Marsh (AP Reference), and Robledo 2 and 3 are removed as prior ar, by enclosed 

Declaration by Dr. Vasta. 



Claims 5-8 are cancelled herein. 



Cairns 9-1 1 as amended recite SEQ ID NO. 18, whrch is no. disclosed ,„ Robledo 1 (AX Reference) or 
Marsh (AP Reference), and Robledo 2 and 3 are removed as pnor ar, by enclosed Declaratton by Dr. 



Vasta. 
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Caun n as amended rectte SEQ n> NO, .8, 8, 9, .2, 13, 14, and 15 and fhese sequences are no, 
disclosed to Rob.edo . (AX Reference, or Marsh ,AP Reference), and Rob.edo 2 and 3 are removed as 
prior art by enclosed Declaration by Dr. Vasta. 

Cann 13 as amended recite SEQ D3 HO. 18 wtoch ,s no, drsc.osed in Rob.edo , (AX Reference, or 
Marsh (AP Reference), and Rob.edo 2 and 3 are removed as prior art by enclosed Dec.ara„on b, Dr. 

Vasta. 

Claim 14 is cancelled herein. 

Clarms 15-18 as amended recite SEQ ID NO. 18 and Ms sequence ,s no, disclosed in Robledo 1 (AX 
Reference) or Marsh (AP Reference), and Robledo 2 and 3 are removed as prior ar, by enclosed 

Declaration by Dr. Vasta. 

Claim 19 is cancelled herein. 

Cla,m 20 as amended recue SEQ ID NO, 18, 8, 9, 12, 13, 14, .5, and 19 and mese sequences are no, 
disced to RoMedo 1 (AX Reference) or Marsh (AP Reference), Robledo 2 and 3 are removed as pnor 
art by enclosed Declaration by Dr. Vasta. 

C,aims21-30 (Priority da,eof July 25, 1997) as written recite SEQ ID NOs. 1,2,3,4,5, .0, U, 24 and 
25 are disclosed in parent application filed on July 25, 1997. 

Claim 31 as written reci«es SEQ ID NOs. 12, .3, 14, 15 and !9 and mese sequences are no, disclosed to 
Robledo 1 (AX Reference) or Marsh (AP Reference), and Rob.edo 2 and 3 are removed as pnor art by 
enclosed Declaration by Dr. Vasta. 

n- iK-Hon mm- « " s r. 61 12 Second Paragraph 

Claims 2 3 5 12 and 14-20 were rejected under 35 U.S.C. §112, second paragraph, as bong indefinite 
for fading * particularly potn, ou, and dis,,nc,.y claim the subjec, matter whteh applicant regards as the 
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invention. Applicants have amended clahns 2, 3, 5, 12 and 14-20 thereby obviating this rejection under 
§ 1 12, second paragraph. 

Injection iind^r TT.S.C. S102(b) 

I. Claims 1, 4-12 and 14-15 were rejected under 35 U.S.C. §102(b) as being anticipated by Robledo 
(Robledo et al (1999) Nucleotide Sequence Variability in the Nontranscribed Spacer of the rRNA Locus 
in the Oyster Parasite Perkinsus marinus. J. Parasitol. 85:650-656)(hereinafter Robledo 1). Applicants 

traverse this rejection. 

Applicants have amended independent claim 1, and claims depending therefrom to recrte SEQ ID NO: 18, 
winch is the nucleotide sequence of the NTS of rRNA of P. atlanticus. The Robledo 1 reference does not 
disclose SEQ ID NO. 18, and as such, does not anticipate claims 1, 4-12 and 14-15. Claim 12 recites 
SEQ ID NOs. 18, 8, 9, 12, 13, 14, and 15, and these sequences are not disclosed in the Robledo 1 
reference Thus, Robledo 1 does not anticipate the presently claimed invention because it does not 
disclose each and every element of the presently claimed invention. The Robledo 1 reference does not 
meet the statutory requirements of an anticipating reference because each and every element of the 
claimed invention is not found in the cited reference. Applicants request the rejection under 35 U.S.C. 
§ 102(b) be withdrawn. 

II Claims 1, 4-15 are rejected under U.S.C. § 102(b) as being anticipated by Marsh (Marsh, et al. 
(1995) A semiquantitative PCR Assay for Assessing Perkinsus Marinus Infections in the Eastern Oyster, 
Crassostrea Virginica, J. Parasitol. 81(14)/; 577-5 83)(hereinafter Marsh). Applicants traverse this 
rejection. 

Applicants have amended independent claim 1, and claims depending therefrom to recite SEQ ID NO: 18, 
which is the nucleotide sequence of the NTS of rRNA of P. atlanticus. The Marsh reference does not 
disclose SEQ ID NO. 18, and as such, does not anticipate claims 1, 4-12 and 14-15. Claim 12 recites 
SEQ ID NOs. 18, 8, 9, 12, 13, 14, and 15, and these sequences are not disclosed in the Marsh reference. 
Thus Marsh does not anticipate the presently claimed invention because it does not disclose each and 
every element of the presently claimed invention. The Marsh reference does not meet the statutory 
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retirements of a„ anticipating reference because each and every element of the cla.med invention is no, 
found in the cited reference. Applicants reuuestthe rejection under 35 U.S.C. § 102(b) be withdrawn. 

Rejection under 35 T T.S.C. 8102(a) 

I Claims 1 2 and 4-18 were rejected under 35 U.S.C. §102(a) as being anticipated by Robledo 
(Robledo J A C.A. Coss and G.R. Vasta (2000) Characterization of the Ribosomal RNA Locus of 
Perkins^ atlanticus and Development of a Polymerase Cham Reaction-Based Diagnostic Assay. J. 
Parasitol. 86:972-978) (hereinafter Robledo 2). Applicants traverse this rejection. 

Applicants have included herewith a Declaration executed by Dr. Vasta, attesting to the fact that he and 
his co-inventors were all co-authors of the cited publication (Robledo 2) and that the cited publication was 
describing their own work. The execution of this declaration is sufficient to remove the publication as a 
reference under 35 USC 102(a). 



II. 



Claims 1 4-9 14 and 15 were rejected under 35 U.S.C. §102(a) as being anticipated by Robledo 
JoenBank Access^ No. AF140295/NCBI Database, April 17, 2000) (hereinafter Robledo 3). 

Applicants traverse this rejection. 

Applicants have included herewith a Declaration executed by Dr. Vasta, attesting to the fact that he and 
his co-mventors were all co-authors of the cited publication (Robledo 2) and that the cited publication was 
describing their own work. The execution of this declaration is sufficient to remove the publication as a 
reference under 35 USC 102(a). 

Reiection under 35 T T.S.C. 8103(a) 

I. Claim 13 was rejected under 35 U.S.C. §103(a) as being unpatentable over Robledo 1 in view of 
Stokes. Applicants traverse this rejection. 

The Office is relying on the teactungs of the pnmary reference for teaching rsolated nucletc acids 
comprising the NTS region of the PerUnsus varims. Stokes is cited for teachmg labeling of nucletc ac,d 
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probes. However, applicants have amended Cain, 1 and an claims depending merefrom to recite SEQ ID 
NO: 18, wh,ch ,s the nucleotide sequence of the NTS ofrRNA of P. atlanUcu, 

App„can,s submit that none of the above-remainmg prior art references render apphcants' Canned 
invention prima facie obvious. 

According to MPEP 706.020): 

3 all rhe claim limitations. The teaching or suggests to make the 

947 F.2d 488, 20 USPQ2d 1438 (Fed. Cir 1991). 
Claim 13 relates to detectably labeling SEQ ID NO. .8, which is the nucleohde sequence of the NTS of 
combinat.onmereof.ouseSEQn.NO: ISinanassay. Ceaxly, even if me references are combtned, 

1^^^— in«»^^^'^ SBQ,,,NO - ,, ; , ^ ,h : 

co mb,»auon,s insufficient^^ 
under 35 USC § 103(a) be withdrawn. 

„. Claim 13 was rejected under 35 U.S.C. 5103(a) as being unpatentable over Robledo 2 in view of 
Stokes. Applicants traverse this rejection. 

The Office is relying on me teachings of me primary reference for teaching tsolated nucletc acids 
^mp I I rL egion of the — . Stores , cited for .aching labeHng of nucletc 

Iples However, by vtrtue o, the concurrently submttted Declaration by Dr. Vasta, Rob edo 2 ,s no, 
pr l lrt to the instant claimed invention - the combination therefore fails as a tenable basts for rejecting 

lann ,3 because a„ elements of applicant, Canned invention are no. dtsclosed, taugh, or suggested. 
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III 



Claims 3 19 and 20 were rejected under 35 U.S.C. § 103(a) as being unpa.en.aWe over Rob.edo 1 
„ r Marsh tn view of *e Stratagene Catalog (1988). Applicants traverse these rejecons. 

The Office ,s relying on the teachings of the primary references Robledo 1 or Marsh for teaching isolated 
nuderc acrds comprismg *e NTS region of the The St^gene «a log ,s«, for 

teaching the genera, concept of kits for performing nucleic actd hybrid.za.ton methods However, 
Si have amended clam, . and all claims depe„d,„g therefrom to recte SHQ ID NO: 18, wht^s 
I n.ieo.ide seouence of the NTS of rRNA of P. Appta- submt, ft* there „ no ea*ng 

« suggest .„ either reference or me —on thereof to use SEQ ID NO: ,8 m an assay fat. Thu , 
even* me references are combmed, each and every element contained ,n ,he Carms ,s no disclosed, 
^ifically SEQ ID NO. 18, and mus the conation , insufficient » es.blish ob.ousness. 
IppHea„,re q ues.,ha, m ere J echon„fcla 1 ms3,19a»d20under35USC § ,03(a)bew 1 md ra w„. 

JV Claims 3, 19 and 20 were rejected under 35 U.S.C. § 103(a) as betng unpatentable over Robledo 2 
in view of the Stratagene Catalog (1988). Applicants traverse .his reject™. 

The Office ,s relying on me teachings of the pnmary references Robledo 2 for teaching isolated .nucleic 

fc gen J concept of kits for perfo^ng nuclerc acrd hybnduation methods. However, by v,^e of * 
conlentiy submrtted Declare by Dr. Vasta, Robledo 2 ts no, >™ >" » 
invention - me combinafion therefore fai.s as a enable basis for rejecttng cla,ms 3, 19 and 20 because a„ 
ILs of appUcants- clarmed invention are no. disciosed, taugh, or suggest W.thdrawa! electron 
under 35 USC 103(a) is requested. 

V. Chums 2, 9-11, 13 and 16-18 were rejected under 35 U.S.C. §103(a) as being unpaientable over 
Robledo 3 in view of .he Marsh. Applicants traverse this rejection. 

The Office » relytng on the .eachmgs of the primary references Robledo 3 for .eachmg iso.a.ed nuc.erc 
1 comprrsmg .he NTS region of me ~ — Marsh , ci.ed for .caching ,a eimg ^ 
NTS seouences so ,lva, ,hcy may be used for probes. However, by virtue of the concurrently subm,« 
Lra ion by Dr. V-, Rob.edo 3 is no, prior art to the instan, claimed invent - the c— on 
£2 fai, as a tenabie bas,s for rejectmg c,a.ms 2, 9-11, 13 and 16-,S because a„ element, of 
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applicants' claimed invention are not disclosed, taught or suggested. Withdrawal of rejection under 35 

USC 103(a) is requested. 

VI Claims 3 and 19 were rejected under 35 U.S.C. §103(a) as being unpatentable over Robledo 3 in 
view of Marsh and in further view of the Stratagene Catalog (1988). Applicants traverse this rejection. 

The Office is relying on the teachings of the combination of Robledo 3 and Marsh as above and the 
Stratagene Catalog for teaching the use of a kit. However, by virtue of the concurrently submitted 
Declaration by Dr. Vasta, Robledo 3 is not prior art to the instant claimed invention - the combinat.on 
therefore fails as atenable basis for rejecting claims 3 and 19 because all elements of applicants' churned 
invention are not disclosed, taught or suggested. Withdrawal of rejection under 35 USC 103(a) » 
requested. 

Filin g of Terminal lW laimft r to Over c ™* Patenting Faction of Claims t and 3-20 

In response to the rejection of claims 1 and 3-20 on judicially created obviousness-type double patenting 
grounds, on the basis of commonly owned and assigned U.S. Patent 6,326,485 a Terminal Disclaimer ,s 
enclosed and submitted herewith, overcoming such rejection. Accordingly, the rejection of currently 
pending claims on judicially created obviousness-type double patenting grounds is overcome by the filing 
of the Terminal Disclaimer and applicants therefore request that the rejection based on judicially created 
obviousness-type double patenting be withdrawn. 

p c *itinn fnr Extension nf Timp/Fees Payable 

The applicants hereby petition for a two (2) month extension of time, extending the deadline for 
responding to the May 30, 2003 Office Action from August 30, 2003 to October 30, 2003. The entry of 
this petition results in a petition fee of $ 210.00. Applicants are filing herewith a Terminal Disclaimer 
and entry of this Terminal Disclaimer results in a fee of $55.00. Applicants introduced eleven (11) 
additional claims, three (3) of which are independent claims. However, applicants cancelled six (6) 
claims herein. Thus, an additional fee of $439.00 is enclosed for five (5) additional independent cla.ms. 
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Submitted herewith is a check in the amount of $421.00 which includes payment of the fee for filing of a 
Terminal Disclaimer in the amount of $55.00, petition fee for a two month extension of $210.00 and fee 
for additional claims of $174.00. 

The U.S. Patent and Trademark Office is hereby authorized to charge any additional amount necessary to 
the entry of this amendment, and to credit any excess payment, to Deposit Account No. 08-3284 of 
Intellectual Property/Technology Law. 



Conclusion 



The pending claims, as now amended, patentably distinguish over the prior art, and in view of the 
forgoing remarks, it is respectfully requested that all rejections be withdrawn thereby placing the 
application in condition for allowance. Notice of the same is earnestly solicited. In the event that any 
issues remain, Examiner Myers is requested to contact the undersigned attorney at (919) 419-9350 to 
resolve same. 

Respectfully submitted, 



Marianne Fuierer 
Registration No. 39,983 
Attorney for Applicants 




INTELLECTUAL PROPERTY/ 
TECHNOLOGY LAW 
P.O. Box 14329 

Research Triangle Park, NC 27709 
Telephone: (919) 419-9350 
Fax: (919)419-9354 
Attorney Ref: 4115-137 CIP 
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